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DETAILED ACTION 

Summary 

1 . This is the initial Office action based on the application filed April 22 nd , 2005. 

2. Claims 1-21 are pending and have been fully considered. 



Information Disclosure Statement 

3. The information disclosure statement filed 1/1 3/2009 fails to comply with 37 CFR 
1 98(a)(2), which requires a legible copy of each cited foreign patent document; 
each non-patent literature publication or that portion which caused it to be listed; and all 
other information or that portion which caused it to be listed. It has been placed in the 
application file, but the information lined through has not been considered. All other 
information has been considered. 

The information disclosure statement filed 1/9/2005 fails to comply with 37 CFR 
1 98(a)(3) because it does not include a concise explanation of the relevance, as it is 
presently understood by the individual designated in 37 CFR 1 .56(c) most 
knowledgeable about the content of the information, of each patent listed that is not in 
the English language. It has been placed in the application file, but the information lined 
through has not been considered. All other information has been considered. 



Claim Rejections - 35 USC §112 

4. Claims 1-11. 19-21 are rejected under 35 U.S.C. 112, second paragraph, as 
being incomplete for omitting essential structural cooperative relationships of elements, 
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such omission amounting to a gap between the necessary structural connections. See 
MPEP § 2172.01 . The omitted structural cooperative relationships are: how the first 
and second leukocyte depletion filters elements and plurality of layers are linked. For 
purposes of interpretation it is assumed that the filter elements are linked in series and 
are in communication with each other. 



Claim Rejections - 35 USC § 102/103 
5. Claims 1-3, 5, 7-8, 16-17 are rejected under 35 U.S.C. 102(b) as anticipated 
by or, in the alternative, under 35 U.S.C. 103(a) as obvious over US Patent No. 
4,701,267, WATANABE et al. (hereinafter WATANABE). 

As to Claims 1-3, 5, 7-8 , WATANABE discloses a biological fluid filter (Abstract) 
comprising: first porous leukocyte depletion filter element and second porous leukocyte 
depletion filter element (Fig. 4, Ref. 6, 10) comprising: a plurality of layers of fibrous 
media (Fig. 4, Ref. 6, 10); first filter element having a different basis weight than the 
second filter element (Examples 1-6). WATANBE does not appear to expressly 
disclose the basis weight of the filter elements and P8 value of the filter elements. 
However, it is inherent based on the bulk density, density, average diameter of fibers 
and thickness and diameter of disks that each porous leukocyte depletion filter element 
has a basis weight of about 15 to about 30 g/ft 2 (Examples 1-6) and that the first filter 
element has a P8 value of about 15 to about 18 inches of water, and the second filter 
element has a P8 value of about 1 3.5 inches of water or less, absent evidence to the 
contrary. 
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As to Claims 16-17 , WATANABE discloses a method for processing a biological 
fluid comprising: passing a leukocyte-containing biological fluid through the filter of claim 
1 (see 102(b) rejection of Claim 1 ) to provide a leukocyte-depleted biological fluid 
(Examples 1-3) that contains less than 5 x 10 6 residual leukocytes per unit of biological 
fluid (Example 2). 

6. Claims 5-6, 12-15, 21 are rejected under 35 U.S.C. 102(b) as anticipated by 
or, in the alternative, under 35 U.S.C. 103(a) as obvious over WO2000/54873, 
BORMANN et al. (hereinafter BORMANN). 

As to Claims 5 , BORMANN discloses at least one porous leukocyte depletion 
filter comprising a plurality of layers of fibrous media (Fig. 1). BORMANN does not 
appear to expressly disclose the P8 value of the filter element. However, it is inherent 
that the element has a P8 of at least about 14.5 inches of water, absent evidence to the 
contrary. 

As to Claim 6 , BORMANN discloses the leukocyte depletion filter element has a 
pore diameter in the range of from about 2 urn to 6 um. (Pg. 15, Line 30- Pg. 16, Line 3, 
Example 4). 

As to Claims 12-13 , BORMANN discloses a method for processing biological 
fluid comprising: passing a leukocyte-containing biological fluid through a biological fluid 
filter (Fig. 4) including at least one porous leukocyte depletion filter element comprising 
a plurality of layers of fibrous media, to deplete leukocytes from the biological fluid 
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(Example 1 ), where it is inherent that the element has a P8 of at least about 1 5 inches 
of water, absent evidence to the contrary. 

As to Claim 14 , BORMANN discloses the leukocyte-containing biological fluid is 
filtered within about 24 hours of collection (Example 2). 

As to Claim 15 , BORMANN discloses the biological fluid is filtered while 
maintaining a closed system (Example 1, Fig. 4). 

As to Claim 21 , BORMANN discloses each of the plurality of layers of fibrous 
media (Fig. 1 , Ref ,1,2) has an upstream surface (30) and a downstream surface (20), 
and the filter includes adjacent layers having contacting surfaces wherein the surfaces 
are not thermally or adhesively bound to each other (Example 1 , Fig. 1 ). 

Claim Rejections - 35 USC § 103 
7. Claims 4, 9, 10-11, 19-20 are rejected under 35 USC 103 (a) as being 
obvious over US Patent No. 4,701,267, WATANABE et al. (hereinafter 
WATANABE) in view of WO2000/54873, BORMANN et al. (hereinafter BORMANN). 

As to Claims 4. 9. 11. 19 , WATANABE discloses the porous filter elements with 
each porous leukocyte depletion filter element having a basis weight of about 15 to 
about 30 g/ft 2 (as shown in the 102/103 rejection of claims 1. 2. 5. 7-8. 10) . 
WATANABE does not appear to expressly disclose the critical wetting surface tension. 
However, BORMANN discloses the first and second leukocyte depletion filter elements 
have a critical wetting surface tension of at least about 85 dynes/cm (Pg. 12, Lines 2-9). 
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At the time of the invention, it would have been obvious to one of ordinary skill in 
the art to modify the porous filter elements of WATANABE to include the critical wetting 
surface tension of BORMANN. The motivation would have been to have filter elements 
that deplete and prevent activation of complement in biological fluids (Pg. 2, Lines 16- 
23). Therefore, the invention as a whole would have been prima facie obvious to one of 
ordinary skill in the art at the time the invention was made. 

As to Claims 10, 20 , BORMANN discloses each of the plurality of layers of 
fibrous media (Fig. 1 , Ref , 1 , 2) has an upstream surface (30) and a downstream 
surface (20), and the filter includes adjacent layers having contacting surfaces wherein 
the surfaces are not thermally or adhesively bound to each other (Example 1 , Fig. 1 ). 

Conclusion 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MARJORIE CHRISTIAN whose telephone number is 
(571)270-5544. The examiner can normally be reached on Monday through Thursday 
7-5pm (Fridays off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David R. Sample can be reached on (571)272-1376. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MC 

/Krishnan S Menon/ 

Primary Examiner, Art Unit 1797 



